Chemical stability of the antitumor drug mitomycin C in solutions for intravesical instillation.
The chemical stability of the antitumor drug mitomycin C has been investigated by using a stability indicating high performance liquid chromatographic assay. The stability tests were performed in different media and under different conditions which are important for the clinical urology practice in the intravesical chemotherapeutic treatment of superficial bladder cancer. It is concluded that mitomycin C can be dissolved in Water for Injection to a concentration of 30 or 40 mg/50 mL. These solutions are stable for four days at ambient temperature and in the dark. Storage of solutions with a concentration of 30 mg/50 mL are stable for four days in the refrigerator but higher concentrations show precipitation after one day storage at 4 degrees C. Dissolution and storage in 0.9% sodium chloride solution or phosphate buffer pH 7.4 is not recommended because in these, media degradation and/or precipitation occur.